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DETAILED ACTION 

This application is a 371 of PCT/DK05/00068. 

The amendment filed on September 1 0, 2009, amending claims 1,11, and 1 8, 
canceling claims 2, 7, 24, 32, 34, and 36-41 and adding claims 42-59, has been 
entered. 

Claims 1 , 8-9, 11-16, and 42-49 are pending and are under consideration. 

Election/Restrictions 

Applicant's election without traverse of Group I (claims 1-2, 7-9, 11-16, and 18) in 
the reply filed on December 17, 2008 is acknowledged. 

Information Disclosure Statement 

The information disclosure statement (IDS) submitted on September 10, 2009 is 
in compliance with the provisions of 37 CFR 1 .97. Accordingly, the information 
disclosure statement is being considered by the examiner. 

Response to Arguments 

Applicant's amendment and arguments filed on September 10, 2009, have been 
fully considered and are deemed to be persuasive to overcome some of the rejections 
previously applied. 
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Claim Objections 

In view of the amendment, the objections to claims 1-2, 7, and 18 have been 
withdrawn. 

Claim 11 remains objected due missing conjunction between elements VII)-VIII) 
in claim 1 1 . 

Contrary applicant's argument, the missing conjunction has not been supplied to 
claim 11. 

Appropriate correction is required. 

Claim Rejections - 35 USC §112 -2 nd paragraph 

In view of the amendment, the rejection of claim 1 8 under 35 U.S.C. 1 1 2, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention has been withdrawn. 

Claim Rejections - 35 USC § 112- 1 st paragraph 

In view of the amendment, the rejection of claims 1 -2, 7-9, 11-16, and 1 8 under 
35 U.S.C. 112, first paragraph, as failing to comply with the written description 
requirement, has been withdrawn. 
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In view of the amendment, the rejection of claims 1-2, 7-9, 11-16, and 18 under 
35 U.S.C. 112, first paragraph, as failing to comply with the enablement requirement, 
has been withdrawn. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1,8-9, 11-16, and 42-49 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Fogh et al. 

Claims 1, 8-9, 11-16, and 42-49 are drawn to a method for production of 
recombinant a recombinant human arylsulfatase A (rhASA) by continuously culturing a 
human cell producing rhASA in a system comprising a bio-reactor by concentrating the 
rhASA by tangential flow filtration, using a DEAE sepharose column, using hydrophobic 
interaction column, using tangential flow filtration, using a polishing step comprising 
cation and anion exchange columns, using a viral reduction filter, formulating the rhASA 
in a buffer which comprises using a detergent, and filling the rhASA into a container and 
freeze-drying the enzyme. 
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Fogh et al. (WO 02/098455 A2 - form PTO-1449) discloses a method for 
production of recombinant a recombinant human arylsulfatase A (rhASA) having 100% 
sequence identity to SEQ ID NO:2 or 3 of the instant invention by continuously culturing 
a human cell producing rhASA in a system for about 163 hours, which is about a week, 
comprising a bio-reactor by concentrating the rhASA by tangential flow filtration, using a 
DEAE sepharose column, using hydrophobic interaction column, using tangential flow 
filtration, using a polishing step comprising cation and anion exchange columns, using a 
viral reduction filter, formulating the rhASA in a buffer which comprises using a 
detergent (tween 80), and filling the rhASA into a container and freeze-drying the 
enzyme (pages 14-16 and 40-44 and Sequence Listing pages 1-3). Therefore, the 
reference of Fogh et al. anticipates claims 1, 8-9, 11-16, and 42-49. 

In response to the previous Office Action, applicants have traversed the above 
rejection. 

Applicants argue that Fogh et al. does not anticipate the instant claims because 
method of Fogh et al. is a batch process and not a continuous process. Claims 1 , 8-9, 
11-16, and 43-49 do not recite a limitation of the length of culturing a mammalian cell. 
Fogh et al. discloses a small scale and semi-large scale fermentation, both of which are 
cultured continuously for 163 hours, or about a week. Also, the purification method of 
Example 6 is for a large production, not purifying the combined "batches" of the small 
scale and semi-large scale product. 

Applicants argue that Fogh et al. does not anticipate the instant claims because 
"cation exchange with salt gradient elution" appears to be active steps and not a 
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passive step. Examiner respectfully disagrees. The claims recite that a passive step is 
passage (loading and eluting ) through a cation exchange chromatography resin or 
membrane, which Fogh et al. discloses on page 42. 
Hence the rejection is maintained. 



Conclusion 

Claims 3 are rejected. 
No claim is allowed. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Yong Pak whose telephone number is 571-272-0935. 
The examiner can normally be reached 6:30 A.M. to 5:00 P.M. Monday through 
Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Andrew Wang can be reached on 571-272-081 1 . The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 571-272- 
1600. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll free). 



/Yong D Pak/ 

Primary Examiner, Art Unit 1652 



